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Claims 1 AND 4-22 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Explicit or sufficient support for claiming of the supercritical fluid being in 
the absence of any solvents and the collection vessel being maintained above the boiling point of 
the solvent and volatizing the solvent could not be found in the instant Specification; thus these 
added recitations to the independent claims constitute New Matter. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1,4-1 1 and 13-21 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-10 of U.S. Patent No. 6,986,846 in view of 
Sievers et al patent 5,639,441. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the instant claims. The instant claims and claims of 
'846 commonly disclose a method of producing particles employing supercritical fluid mixed 
with load material to form a melt, and eventual expansion of the melt into a vessel or chamber to 
convert fluid to volatize or form a gas , thus forming particles. The instant claims primarily 
differ in omitting use of mixing chambers in series and in adding the limitation of formation of 
two factions from a mixed solvent. However, Sievers discloses both such facets in formation of 
particles employing supercritical fluid (see claim 1 of Sievers) so as to facilitate industrial 
production of the particles. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 ? 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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Claims 12 and 22 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Patel et al patent 6,248,363 or Sievers et al 
patent 6,630, 121. Claims 1 2 and 22 define the product by how the product was made. Thus, 
claims 12 and 22 are product-by-process claims. For purposes of examination, product-by- 
process claims are not limited to the manipulation of the recited steps, only the structure implied 
by the steps. See MPEP 2113. Patel et al (column 45, line 42-column 46, line 1 1 ) and Sievers 
et al (column 14, lines 18-24) both disclose composite particles manufactured from melts and 
employing use of supercritical fluid, solvent and precipitation by expansion into particles. The 
references suggests such a product. 

When the reference teaches a product that appears to be the same as, or an 
obvious variant of, the product set forth in a product-by-process claim although 
produced by a different process. See In re Marosi, 710 F.2d 799, 218 USPQ 289 (Fed. 
Cir. 1983) and In re Thorpe, 777 F.2d 695, 227 USPQ 964 (Fed. Cir. 1985). See also 
MPEP §2113. 

When the examiner has found a substantially similar product as in the applied 
prior art, the burden of proof is shifted to applicant to establish that their product is 
patentably distinct and not the examiner to show the same process as making. In re 
Brown, 173 USPQ 685 and In re Fessmann, 180 USPQ 324. Also now see In 
SmithKline Beecham Corp. v Apotex Corp. Federal Circuit 02/24/2006. where it 
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was held that process limitations in product by process claims are not positively 
recited limitations. 

Claims 1,4-1 1 and 13-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Patel et al patent 6,248,363 in view of Sievers et al patent 5,639,441 and Sievers et al patent 
6,630,121. Patel et al disclose producing composite particles from pharmaceutical feed mixtures 
comprising particles that are formed into melts, method steps employing supercritical fluid, 
solvents, solutes, formation of masses, and expansion/evaporation/volatization/ steps to form the 
composite particles. See especially column 37, line 27-column 38, line 22 and column 39, line 
12-column 40, line 52 regarding employ of polymeric, waxy, solute and solvent ingredients; 
column 41, line 55-column 42, line 13 and column 45, line 42-column 46, line 1 1 concerning 
formation of melts and final processing into composite particles. 

The claims all differ in requiring mixing of the other melt ingredients with first 
supercritical fluid followed by addition of a solvent that is at least partially miscible/soluble with 
the supercritical fluid. The claims also require that the contacting with fluid and solvent and the 
expansion/volatization etc: be in separate vessels in series, and that the solvent and supercritical 
fluid be vaporized out, etc. However, Sievers '441 produces pharamaceutical particles by steps 
of sequentially mixing the ingredients with supercritical fluid and then with a miscible solvent, 
followed by expansion/pressure drop, etc. in separate chambers or vessels (see especially column 
10, lines 27-52). Sievers 6 121 employ the Sievers '441 process steps (incoporates by reference, 
see column 1, line 65-column 2, line 14) and applies them to form particles comprised of melts, 
supercritical fluid and solvent (column 14, lines 18-33). It would have been obvious to have 
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employed the process steps of Sievers et al '441 /Sievers et al'121 in the Patel et al process, to 
facilitate production of particles of better-controlled and more uniform particle size ranges and to 
facilitate industrial scale-up of the particle production process. 

Regarding dependent claims ingredients of the produced particle feed material and choice 
of supercritical fluids, solvents, and solute or carrier material, active materials/active ingredients, 
solvent/solute ratios, additional use of surfactants and the recited size ranges of the produced 
particles are further taught in Patel et al at columns 37-40 and Sievers '441 at column 5, lines 12- 
58 and column 6, lines 5-61. 

Shine et al patent 5,766,637; Park et al patent 6,767,637 and Yeo patent 6,599,624 are of 
general interest for discussions of production of pharmaceutical particles from material mixtures 
employing melts and using solvents and supercritical fluid. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Joseph Drodge at telephone number 
571-272-1 140. The examiner can normally be reached on Monday-Friday from 
8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, David Roy Sample, can reached at 571-272-1376. The fax 
phone number for the examining group where this application is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either private PAIR or Public 
PAIR, and through Private PAIR only for unpublished applications. For more 
information about the PAIR system, see http://pair-direct.uspto.gov . Should you 
have any questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
JWD 

January 18,2008 
/Joseph Drodge/ 

Primary Examiner, Art Unit 1797 



